
INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY” 
NF Formulas + PhytoPharmica 6r 

Tyler Encapsulations o Vitaline Formulas PHYTOPHARMICA” 
~. -~ 

9755 SW Commerce Circle, Suite 82 825 Chaiknger Drive, Green %ay, WI 5431 ‘I -832% 
Wilsonville, OR 97070 (Enzymatic) 

P: 503.582.8386 *r F: 503.582.0467 8 (Phyto) 

June 3,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

REt: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufacmred, Packed, an&‘or’Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 5431 I has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201 (g)(l)(C) of the act and comply with sectian 403{r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

Silicon (as magnesium tri+ilicate), Vitamin 
612 (as cyanocobalamin), Selenium (as 
sodium selenite), Cafcium (from tricalcium 
phosphate, calcium carbonate, calcium 
lactate, calcium Krebs cycle chelates, citrate 
carbonate), Phosphorus {as tricalcium 
phosphate), Strontium (as strontium 
chloride}, Manganese (as manganese 
aspartate), Molybdenum (as sodium 
molybdate); Sodium {from Sodium Molybdate 
Dihydrate), Chromium (as chromium 
aspartate), Bet&e HCI, Magnesium (as 
magnesium oxide and magnesium 
aspartate), Boron (as boron Krebs cycle 
chelates), Vitamin C, (ascorbic Acid), Vitamin 
K (as phytonadione), Vitamin 03 (as 
cholecalciferol), Zinc (as zinc picolinate), 
Copper (as copper gluconate), Pantothenic 
Acid (as calcium D,-pantothenate), Thiamin 
(as thiamin~HCI) (vitamin &I), Vitamin B6 (as 
pyridoxine HCI), Niacin- (as niacinamide), 
Folk Acid, Riboflavin (vitamin 821, Natto 
(fermented eovbeans containing 45 mcg of 
Vitamin K2 as*Menaquinone - 7) - 



I certify that the information contained in this notice is complete and accurste and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
+!dJ!leL 

Robert C. Doster 
Title: Senior Vice President of Scientific Affairs 

Date: Ldwa5 

If you have any questions, please contact Robert Doster, Senior Vice President @f Scientific Affairs at 
(920) 406-3608. 

Sincerely, 

beak 
Chief Financial Officer 

OsteoPrime Ultra le 



lNTECRATIVE TWERAPEUTICJ IbJ’f..” 
NF Formulas + PhytoPharmica 

.Tyler Encapsulations c Vitaiine Forrnuias --1 
97.55 SW Commerce Circle, Suite 82 

Wikonville, OR 97070 
P: 503582.8386 + F: 503.582.0467 

ENZYMATIC TWERAPY’ 
& 

PWYTOPNARMICA’ 
.- 
825 Challenger Drive, Green Bay, WI 54311-8328 
p: 920.469.1313 o F: 888.5706460 (Enzymatic) 

I?: 920.469.9099 o F: 920.469.4418 (Phyto) 

June 3,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Ristributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate f&u?, and may be exploratory 
in nature. 

Magnesium actbates enzymes that Magnesium (as mG@n@sium oxide and 
help form new calcium crystals.* magnesium aspartatef 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: juvk4 

Robert C. Doster 
Title: Senior Vice President of Scientific Affairs 

If you have any questions, please, contact Robert Duster, Senior Vice President of ScientZc Affairs at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial Officer 



INTEGRATIVE THERAPEUTICS INC,” ENZYMATlC THERAPY’ 
NF Formubs 9 PhytoPharmica ;ba 

FHYTOPHARMICA’ Tyler Encapsuiatbns + Vitaline Formulas - -_ -- .---. 
9755 SW Commerce Circle, Suite B2 825 Challen’ger Drive, Green Bay, WI 54311-8328 

Wilsonvilie, OR 97070 P: 9~0.469~1313 8 F: 888.570.6460 (Enzymatic) 
P: 503.582.8386 s F: 503.582.0467 p: 92Oa469.9099 e F:“920.469.4418 (Phyto) 

June 3,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Appiied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RI? Label Claims/Disciaimers 

Dear Sir or Madam: 

This letter is to notify you ,that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

in the bones and teeth. But the 

I certify that the information contained in this notice is complete and accurate and that, Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: w@&i 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientitio Affairs at 
(920)406-3608. 

Michael P. Devereux 
Chief Financial Officer 



INTEGRATWE THERAPEUTICS INC-‘” @NZYMATIC THERAPY” 
NF Formulb Q PhytoPharmica a 

Tyler Encapsulations * Vitaline Formulas PHYTCWRARMICA” 
___ ._.I ,____.,_ _,,_l_l._____.____I,_ “,__l__ __,.-^_---.-_. “_ .“-“11-^“.^ .,__- .--.-.-. -1_^1-- ..-. “..----.--~-..-- 

9755 SW Commerce Circle, Suite 62 825 Challenger Drive, Green Bay, WI 54317 -8328 
Wilsonviile, OR 97070 P: 920.469.1313 o F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 ss F: 503.582.0467 P: 920.469.9099 * F: 920,469.441& (Phyto) 

June 4,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/& Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal PO@, Drug and Cosmetic-Act. Enzymatic Therapy, Znc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate fi&ure, and may be exploratory 
in nature. 

OsteoPrimeW 
Ultra 

Supports and maintains 
healthy bones and bone 
structure.* 

Silicon (as ma@f$ium trisiiicate), Vitamin 
Bl2 (as cyanocobalamin), Selenium (as 
sodium selenite),,Calcittm (from tricaicium 
phosphate, calcium carbonate, calcium 
lactate, calcium Krebs cycle chelates, citrate 
carbonate), Phosphorus (6s tricatcium 
phosphate), Strontium (as strontium 
chloride), Manganese @‘manganese 
aspartate), Molybdenum (as sodium 
molybdate), Sodium (from Sodium Molybdate 
Dihydrate), Chromium fas chromium 
aspartate), Betaine HCI, Magnesium (as 
magnesium oxide tlnd,magnesium 
aspartate), Boron {as baron Krebs~cycle 
chelates), Vitamin C (ascorbic Acid), Vitamin 
K (as phytonadione), Vitamin D3 (as 
cholecalciferol), Zinc..(os zinc picolinate), 
Copper (as copper gluconate), Pantothenic 
Acid (as calcium D-p~antothenat~), Thiamin 
(as thiamin i-&l) (vitamin E32), Vitamin 86 (as 
pyridoxine HCI), Niacin (as niacinamide), 
Folic Acid, Riboflatin, (vitamin B,2), Natto 
(fermented soybeans oontaining 45 mcg of 
Vitamin K2 as ~enaq~ino~a - 7) 



I certify that the information contained in this notice is complete and accurate a$ that Enzymatic Therapy, Inc. has 
truthful and not misleading. 

By: 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: Iplybs 

If you have any questions, please contact Robert Doster, Senior Vice President c&Scientific Affairs at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial Officer 



INTEGRATIVE THERAPEU.TICS INC.” 
NF Formulas * PhytoPharmica 

Tyler Encapsulations - Vitaline Formulas ___“_^_“_ ,_x . . .--_“,^“.r_ “.__ ..-..- “__-“l_“--~.-.“----I-~II, 
9755 SW Commerce Circle, Suite 82 

Wilson$lle, OR 97070 
P: 503.582.8386 -* F: 503.582.0467 

ENZYMATIC THERAPY’ 
6r 

RHYT0PHARMICA” 
,__.-.. _._- -... I__ -___--.-I...- _.-. ---“” .-.- _“.-“--^-. 
825 Challenger Drive, Green Bay, WI 5431 I-8328 
p: 920.469.1313 kr F: 888570.6460 (Enzymatic) 

P: 920.469.9099 + F: 920.469.4418 (Phyto) 

Whnt Bet.iwymk a: - 

June 4,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE3: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, an&or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 1 I has a label that contains ~a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act, Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403@)(6).ofthe act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

Ultra utilize c&ium and phosphorus Vitamin D3 (as chabcalciferoi) 
properly for building strong bbnes 
and teeth.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial Officer 



INTEGRATIVE THERAPEU’IWX INC. - EN+YMATlC THERAPY” 
NF Formulas c PhytoPharmica a 

Tyler Encapsulations - Vitaline Formulas P!iYT0PlSARMICA’ 
,_--__ .._ .--. _ ._--. “xI-.-- .,--. .-^ -_.l._ ---- -.. -.-_-. --“-l II ___._____ -I .__.,_-. -^----l--l-^- -.---- - .--- . ..I _--- 

9755 SW Commerce Circle, Suite 62 825 Chplleager Drive, Green Bay, WI 5431 I-8328 

FNZ~MATICTHFBA~Y Wilsonville, OR 97070 p: 920.4$?.1n 3 *, F: 688.570.6460 (Enzymatic) 
2 v*,; C’ cm “’ r’ c; i;: ‘rt.7‘ g- => P: 503.582.8386 *. I? 503.582.0467 Pt 920.449.3099 c F: 92Oe469.4418 (Phyto) 

June 4,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, UIisconsin 543 11 has a label that con&% a’statement. provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzyma@c Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403@)(G) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

I certify that the information contained in this notice~is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

‘D... 

Robert C. Doster 
Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of sCient$fic Affairs at 
(920) 406-3608. 

Michael P. Devereux 



INTEGRAlWE Y’HERAPEUI-KS INC.” 
NF Formulas + PhytaPharmica 

Tyler Encapsulations d Vitaline Formulas _-_-_” _-__-_ __,._. ____ _““-,_-__ -._^ -“.. .- . ..-- _-- -1^.- ,1 
9755 SW Commerce Circle, Suite B2 

Wilsonviite, OR 97070 
P: 503.582.8386 ** F: 503.582.0467 

PNLYMATIC THERAPY” 
a 

PHYTOPHARWllCAm 
_ ____ _ -cI,. ._- _.^-__.- -_.__ ---- .__._ .._” .._... _ 
825 Chaileng$s Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 Q F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 h F: 920.469.4418 (Phyto) 

June 6,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following produet is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 1 I has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with‘section 403(r)(6) of tie:&. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

Ultra mineralization and connective 
tissue synthesis.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: b/4@ /k 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920)406-3608, 

Michael P. Devereux 
Chief Financial Officer 



#NTECRAfLVE TflERAPE~Tl.CS INC.” 
NF Formuks F* PhytoPharmica 

Tyler Encapsulations r! Vitaline Formulas __-_. “_ _...__ _. “I _._. ̂ .^ -.-_ l-,.__ ._- ._.- ^_--i -... - .,“-.... 
9755 SW Commerce Circle, Suite 82 

Witsonville, OR 97070 
P: 503.582.8386 * F: 503.5820467 

ENZYMATlC ‘THERAPY’ 
6x 

PH%+OPHARMICA” 
__ “-. __-ll”l.- ,_-__. -__ ..__-.-_ .-I _ _. __“,I.~___.-.“_._-_--~.--.._-_~ 
825 Ch+enger Drive, Green Bay, WI 5431 l-8328 
P: 920.46P,l313 6 F: 888.570.6460 (Enzymatic) 

‘P: 92ib&9.9a99 4 F: 920.469.4418 (Phyto) 

June 6,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

R.E: Label Claims/Disclaimers 

Dear Sir 01 Madam: 

This letter is to notify you that the following product is ManufacturtTd, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic TheFa$y, Inc, wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act”and comply with sectio&403@)(6) dftbe act. These cIaims are 
not necessarily for a product we currently market or plan,to market in the immediate f&t&, and may be exploratory 
in nature. 

Acid), ‘Zinc (as.r~nc picoHn&?), Copper (as 
coppei glucmate), Vit$min B6 (as pyridoxine 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthtil and not misleading. 

By: 

Title: Senior Vice President of Scientific Affairs 

Date: ddlls 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific. Affairs at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial Officer 



INTEGRATIVE THERAPEUTlCS INC.” 
NF Formulas * PhytoPharmica 

Tyler Encapsulakwxs a Vitaaline Formulas . ..“.__. ._.. _.” _.-_ -_ _ .,___r_ -_-.- _-..._. ̂ ..-.-_-._ ..^I 
97.55 SW Commerce Cirde, Suite 82 

Wilsonviite, OR 97070 
P: 503.582.8386 di F: 503.582.0467 

LNZYMATIC fXERAPY* 

IP~Y~~PZARMILA* 
_.. ._ ,_-.. _^_^. -_-.--.- -_._ - .-..- -.._-_- .__ - _.-. --..--.-_ 
825 Chaknger Dritie, Green Bay, Wl 5431 l-8328 
P: 920.466.7 313 * F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 + F: 920.469.4418 (Phyto) 

June 6,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
CoIIege Park, MD 20745 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Mamxfktured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that cor&iti a statement provided 
by section 403(r)(6) of the Federal Food, Drug andCosmetic Act. Enzymatic Therapy, The. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section’403@)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the imme&ate titure, and may be exploratory 
in nature. 

OsteoPrime@* 
Ultra 

OsteoPrime Ultra, formulated 
by Alan Caby, M.D., provides a 
balanced combinajion of‘these 
important nutrients to support 
and maintain healthy bones.* 

Bl2 (as cyanbctibalamin), Selenium (as 
sodium selehite), Cakium:(from tricalcium 
phosphate, calcium carbonate, c@lcium 
lactate, caldium Krebs cycle chelates, citrate 
carbonate),‘Phosp~oruti (as tricaicium 
phosphate), Strantium (as strontium 
chloride), Manganese (a% manganese 
aspartate), molybdenum (as sodium 
molybdate), Sodium (from Sodium Motybdate 
Dihydrate), Chromium (as chromium 
aspartate), Be&&e MCI, Magnesium (as 
magrqsium .oxide and magnesium 
aspa&@), tSordn (as boron Krebs cycle 
chelates), Vitamin C (ascorbic Acid), Vitamin 
K (as phytdnadionej, Vtigmin D3 (as 
choteeaiciferol), @?c (as zinc picolinate), 
Copper (as cop:per &zonate), Pantothenic 
Acid (as calcium D-panto$hen+te), Thiamin 
(as thiamln HCI)‘(vitamin Bl), Vitamin B6 (as 
pyridoxine HCI), Niacin (as.niacinamide), 
Folk Add, Riboff.aiin (@tamin 82)‘ Natto 
(fermented soybeans cohtaining 45 mcg of 
Vitamin K2 as ~e~~~u~none - 7) 



I certify that the information contained in this notice’& complete and%accurate and thatE$zymatic Therapy, Inc., has 
substantiation that the statements e truthful and not misleading. 

By: 
#d&!&t 

Robert C. Doster 
Title: Senior Vice President of Scientikic Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of ScientiEic Affairs at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial Officer 

OsteoPrime Ultra 9e 



INYEGRATIVE T.NERAP,EUTtCS INC.” 
NF Formulas n PhytoPharmica 

Tyler Encapsufatkw + Vitaline Formulas ___. --_I ._ __- .__.... L-,.-c_ -” __,- I _.I _--_ x -.--. ---- ._ 
9755 SW Commercd Circle, Suite B2 

WElsonviIle, OR .97070 
P: 503.582.8386 *Y F: 503.5B2.0467 

ENZYMATIC TWERAPY’ 
Q 

PIWTOPHARMICA” 
I ,“___” .-,_-_ I_-.-.--.--..-- .-.. -- ,-.^ -.. .-_-..__ 
825 Chalkrqer Drive, Green Bay, WI 5431 l-8328 
P: 920.&5i.1% 3 c F: 888.570.6460 (Enzymatic) 

P: 92OA69.9099 e F: 920.469.4418 (Phyto) 

June 6,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RI.5 Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug andCosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 20 l(g)(l)(C) of the act and comply wi,th sectiorr 403(r)(6) of the,act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Roster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial Officer 



,\ .I 

FNZYMATICTHFBAPY 

INTEGRATIVF THERAPEUTiC5 &NC.” 
NF Fb;rmuias rib PhytoPharn-ka 

Tyler Encapsulations *i Vitaline Formulas ---._-1-.. I” I---.-.“-x . ..- - I-~x-~ I.__.” _____-- --.-- 
9755 SW Commerce Circle, $&it@ 92 

Wiisonville, OR 97070 
P: 503.582.&386 “r F: 503.582.0467 

Office of Nutritionai Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RI?: Label Claims/Disclaimers 

Dear Sir or Madam: 

EfUZYMATIC THERAPY* 
a 

PHYTOPHARMICA” 
y-__l_i-- --.I I_--,--.-- -I .---.-. 1_----.-.. 
825 Chatledger Drive, Green Bay, WI 5431 I-8328 
P: 920.&59.132 3 * F: 888.570.6460 (Enzymatic) 

P: 920.469.~099 4, F: 920.469.4418 (Phyto) 

This letter is to notify you that the following product is Manufactured, Packed, rn~U~r Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543.11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403($(6$ of the act. These cfaims are 
not necessarily for a product we currently market or plan to market in the immedi$e future, and may be exploratory 
in nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior VicePresident of Scientific Affairs at 
(920)406-3608. 

Michael P. Devereux 
Chief Financial Officer 



INTIGRATIVE THERAl?EUTtCS ,INC.* ENZYMATIC THERAPY. 
NF Form&as e PhytoPharmica syr 

Tyler Encapsulations + Vitaline Farmul& PHYTOPHARMICA” 
.-- .__ -... -_ -__-__“l_-__ ._-,, -1-” -. _l^__l ___,_ ____. ̂_.. _ ̂ .___ _ .___, ___.-“_^“*-__- _-_-. ---_---.- -._- 

9755 SW Commerce Circle, Suite 82 825 Chalkqnger Drive, Green Bay, WI 5431x-8328 
W~lsonvilie, OR 97070 p: 920.469.1313 ++ F: 888.570.6460 (Enzymatic) 

P: 503.582.8%36 ** F: 503.582~0467 p: 920.469.9099 4 F: 920.469.4418 (Phyto) 

June 7,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

FCE: Label Ciaims/Disclaimexs 

Dear Sir or Madam: 

This letter is to notify you that the following produet is Manufactured, Packed, and/or IXstributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11. has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymat& Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g}( l)(C) of the act and comply withsection 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

OsteoPrime@* 
Ultra 

OsteoPrime Ultra provides a 
balanced combination of 
important nutrients tosupport 
and maintain healthy bones in 
women and is targeted to worCc 
especially well for women 
during menopause.* 

B12~(a~eyano~o~~lamin),.Selenium (as 
sodium ~elen~te}*~Caicium’(from tricatcium 
phosphate, calcium carbonate, calcium 
lactate, calctum Krebs cycle chelates, citrate 
carbonate), Phosphorus (as tricalcium 
phosphate), Stront.ium (as strontium 
chloride), M$#-rdanese (as manganese 
aspartate), ~o~ybda~um. {as sodium 
molybdate), Sodium (from Sodium Molybdate 
Dihydrate), Chromium (as chrumilim 
aspartate), .Betaine HCI, Mdgnesium (as 
magnesium oxide and magnesium 
aspartate), Boron (as boron Krebs cycle 
chelates), Vitamin C (ascorbic Acid), Vitamin 
K {as ph~o~~d~one), Vitamin 03 (as 
cholecat@ferol), Zinc (as zinc picolinate), 
Copper (as tiopper gfuconate), Pantothenic 
Acid (as calcium D-pantflhenate), Thiamin 
(as thiamin MCI) (vitam~~‘8~~, Vitamin 136 (as 
pyridoxine MCI), Niacin.(as niacinamide), 
Folk Acid, Riboflavin (vitamin B2), Natto 
(fermented soybeans containing 45 mcg of 
Vitamin K2 as ~en~q~~n~n~ - 7) 



I certi& that the information contpined in this notice is complete and acdur$e aqd that Emymatic Therapy, Inc, has 
substantiation that the statements :ar 

j!#m&i 

truthful and not misleading. 

By: 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: fi/~h-Ls 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial Officer 

OsteoPrime Ukm 12e 



INTEGRATIVE TH&RAPEUTiCJ INC.” ENZYMATIC THERAPY* 
NF Formulas Q PhytoPharmica ;6a 

Tyler Encapsulations 4. Vitaline Formulas PHYTOPHARMICAe 
. ..-_ - _ . _ ,__^_~ _... “&.E ̂..__.I_.” xI-_ __---l-~l___“--l -1,. x-^I-I-I-.“l.--l .----^--“.--” -- _.--_- --l__--l--_” 

9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 5431 I-8328 

FNZYMATICTHFRA~Y Wilsonville, OR 97070 P: 920.469.1313 4, F: 888.570.6460 (Enzymatic) 
: b,’ *;: 3 A p r:j w ,,,$* T g r.3 P: 503.5828386 c F: 503.582.0467 P: 920.469.9099 *s, F: 920.469.447 8 (Phyto) 

June 7,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway : 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 82.5 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 20 1 (g)( 1 )(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate f%ure, and may be exploratory 
in nature. 

OsteoPrime UIfr& providss a 
balanced kombination of 
important, nutrients to support 
and maintain haajthy bones in 
women and is targeted to work 
especially weft for women 
during menopause and post- 
menopaysal years.* 

Silicon (as magpesiwm triHl&ate), Vitamin 
812 (as cyanocobatamin j, Selenium (as 
sodium selenite); ‘Calcium (from tricalcium 
phosphate, calsium c,arbon&te, calcium 
lactate, $alcium Krebs cyck chelates, citrate 
carbonate), Phosphorus (as tricaicium 
phosphate}, Strontium (as strontium 
chloride), Manganese (as manganese 
aspartate), ~oi~~enum (as sodium 
molybdate), Sodium (from Sodium Molybdate 
Dihydrate), Chromium (as chromium 
aspartate), Betaine HCi, Magnesium (as 
magnesium oxide and magnesium 
aspaoate), Boron (as bordn Krebs cycle 
chelates), Vitamin C (ascorbic Acid), Vitamin 
K (as phytaltadianef, Vitamin 03 (as 
cholecatciferol), Zinc (as zinc ,picolnate), 
Copper (as copper gluconate), Pantothenic 
Acid (as cakiurn D-pant~th~nate), Thiamin 
(as thiamin MCI) (vitamin Sl), Vitamin B6 (as 
pyridoxine ,WCI), Niacin (as niacinamide), 
Folk Acid, Riboflavin (vitamin 82), Natto 
(fermented soybeans containing 45 mcg of 
Vitamin K2 as. ~e~aquinone - 7) 



I certify that the information contained in this @ice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statementsare truthful and not misleading. 

Robert C. Doster 
Title: Senior Vice President of Scientific Affairs 

Date: cG/$/os 1 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

13 . 
Michael P. Devereux 
Chief Financial Officer 

OsteoPrime Ultra 14e 



INTLGRATIVE.7nERAP6UTIC3 INC.* ENZYMATIC THERAPY. 
NF Formulas B PhytoPharmica 61 

Tyler Encapsulations Q Vitaline Formulas PXYTOPHARMICA’ 
^._. .-.- -_---_--. 1 _^ .._-. . _-._ _ __-- __....l...l. _-._,. I _._....--.. -^_I I ---_ “-.-.-^_II “--. -*_._^- --.. “-. .,.-- ._ 

9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 ip F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 + F: 503.582.0467 P: 920.469.9099 4 F: 920.469.4418 (Phyto) 

June 7,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

FLE: Label Claim&Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

Take Control of: Hot flashes, 
Night sweats, Low energy, 
Mood swings, Restless sl‘eep, 
Irritabiiitq, Calcium needs, 
Inadequiite vitamin levels* 

Silicon (as magnesium triokate), Vitamin 
B12 (as cyanocobalamin~~ Selenium (as 
sodium selenlte), Calcium (from tricalcium 
phosphate, calcium carbonate, calcium 
lactate, calcium Krebs cycle chelates, citrate 
carbonate), Phosphorus (as tricalcium 
phosphate), Strontium (as strontium 
chloride), Manganese (as manganese 
aspartate), Molybdenum (as sodium 
molybdate), Sodium (from Sodium Molybdate 
Dihydrate), Chromium (as chromium 
aspartate), Betaine WI, Magnesium (as 
magnesium oxide and magnesium 
aspartate), Boron (as boron Krebs cycle 
chelates), Vitamin C (ascorbic Acid), Vitamin 
K {as ph~o~adion~), Vitamin 03 (as 
chotecalciferol), Zinc (as zinc picolinate), 
Copper (as copper gluconate), Pantothenic 
Acid (as calcium D-pamothenate), Thiamin 
(as thiamin HCl) (vitamin B?), Vitamin B6 (as 
pyridoxine HCI), Niacin (as niacinamide), 
Folic Acid, Riboflavin (vitamin B2), Natto 
(fermented soybeans containing 45 mcg of 
Vitamin K2 as Menaquinone - 7) 



tNTEGRA?-WE THERAPEUYXS INC.” ENZYMATIC THERAPY’ 
NF Formulas 4” PhytoPharmica & 

Tyiet Encapsulations 6 Vitaline Formulas PNYTGPHARMICA’ 
I r- , -. ..-“L... -.- - -, .--.- -.-- _.----_- I----. _I. .I. 

9755 SW Commerce Cirde, Suite 82 
Wikonville, QR 97070 

P: 503.582.8%36 .+ F: 503.582.0467 

-..__ ,_.- ,,-. ,-. . . -. .^“-^..-- --..._- ---- .I.. “_“. ._-------- 

825 Chalknger Drive, Green &ay, WI 5431 l-8328 
P: 920.469.1313 ,* -F: 888.570.6460 (Enzymatic) 

p:.920.46I).9099 6. F: 920.469.4418 (Phyto) 

June 7,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements,.HFS 810 : 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 , 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the folkowmg product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 1.1 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Zrxc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

Offers 6 balanced combination 
of nutrients to support and 
maintain healthy bones, 
inciudingoalcium for strong 
bones and teeth; magnesium to 
help form new calcium crystals; 
and zinc,,vi‘tamin C, and boron 
to help form the connective 
structures of the bone* 

Silicon Silicon (as magnesium trkiiicate), (as magnesium trkiiicate), Vitamin Vitamin 
612 (as ~ya~o~~aiamin~, Selenium (as 
sodium selenite), Calcium {from tricalcium 
phosphate, eafcium carbonate, calcium 
lactate, calcium,Krebs cycle chelates, citrate 
carbonate), -Phosphorus (as tricalcium 
phosphate), Strontium (as strontium 
chloride), Manganese (as manganese 
aspartate), Molyb,de~um (as sodium 
molybdate), Sodium (from Sodium Moiybdate 
Dihydrate), Chromium (as chromium 
aspartate), E&&e HCL, Magnesium (as 
magnesium oxide and magnesium 
aspartato), Boron (as boron Krebs cycle 
chelates), Vitamin C (ascorbic Acid}, Vitamin 
K (as phytcsnadione), Vitamin D3 (as 
cholecalciferol), Zinc (as zinc picolinate), 
Copper (as copper gluconatete), Pantothenic 
Acid {as calcium ~“pa~t~~henate), Thiamin 
(as thiamin HC1) (vitamin BP), Vitamin B6 (as 
pyridoxine Ha), Niacin (as niacinamide), 
Folic Acid, Riboflavin (vitamin 621, Natto 
{fermented soybeans ~o~taj~~~g 45 mcg of 
Vitamin K2.as Mena~~in~ne - 7) 



I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: #@@ 

Robert C. Doster 
Title: Senior Vice President of Scientific Affairs 

Date: 4dUOS 

If you have any questions, please: contact Robert Doster, Senior Vice President of Scientik Affairs at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial Officer 

OsteoPrime Ultra 17e 



INTkCRAPfVE THERAPEUTICS #NC.” ENXYNlATlC THERAPY’ 
NF Formulas d PhytoPharmica 

Tyler Encapsulations a Vitaline Formulas 
& 

PHYTOPHARMlCA’ 
.*“L*“.-- . . ..-A-.- .-._ -_-________ ___” .--. I.-_xI 

9755 SW Commerce Circle, Suite 52 
--.._ _- ^~----” --..l^_ ._-.-__- _II __--, - _-._ -.__x^--. 

825 Challenger Drive, Green Bay, WI 5431 l-83.28 
Wilsonville, OR 97070 P: 920.469.IF 313 * F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 Q F: 503.582.0467 p: 920.469.9099 4 F: 920.469.4418 (Phyto) 

June 7,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Appljed Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park MD 20740 

RE: Label Claims/Disclaime& 

Dear Sir or Madam: 

This letter is to notify you that thi: following product is Ma&act, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive,, Green Bay, Wisconsin 5431 ‘I has a label that contains a statement provided 
by section 403(r)(6) of the Federal Fodd, Drug and Cosmetic Act. Enzymatic Therapy, Inc, wishes to take advantage 
of the exemption to section 201(@(1)(C) of tie act and comply with sectiorr. 403-(r)@) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate fi.&ure, and may be exploratory 
in nature. 

DsteoPrime@* 
Ultra 

Healthy bones rieed,a variety of 
nutrients to prkarve adequate 
mineral mass, and maintain 
strong supporting structures.* 

Selenium (as 
sodium selsnite), ,CakiuriP (from tricaleium 
phosphate, cakium carbgnate, calcium 
iactatq calcium Krebs cycle chelates, citrate 
carbonate),, Phosphorus (as tricalcium 
phosphetef, Strontium (aa strontium 
chloride), Manganese (as,manganese 
aspartate), ~~tybde~~rn (as sodium 
molybdate), Sodium (fr&n Sodium Motybdate 
Dihydrate), Chromium @s chromium 
aspartate}, Betaine HQ, Magnesium (as 
magnesium-,oxide and magnesium 
aspartate), Boron (as poron Krebs cycle 
chelates),.Vitakin C (ascot$ic Acid), Vitamin 
K (as ph~onadjo~e~, Vitamin 03 (as 
cholecakiferol), Zinc (as zinc picolinate), 
Copper (as copper glucwate), Pantothenic 
Acid (as ca~cium~D-pant~th~nat~), Thiamin 
(as thiamin HCt) (vitamin B’l), Vitamin B6 (as 
pyridoxine HCI), Niacin (as niacinamide), 
Folk Acid, Riboflavin (vitamin,BZ), Natto 
(ferrwkted soybeans wntaining 45 mcg of 
Vitamin KZ as Me~aq~in~na - 7) 



I certify that the information contkned in this notice is complete and accuratk and that Ikzymatic Therapy, Inc. has 
substantiation that the fJu1 and not misleading. 

By: 
Robert C. Doster 

Title: Senior Vice President of Scientific AEairs 

Date: lk&L4%s I 

If you have any questions, please, contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial Officer 

OsteoPrime Ultra 1 Se 



IN+LGRP+IVIE THERAPEUTICS INC.- E@ZYMATIC THERAPY’ 
NF Formujas o PhytoPharmlca L 

: Tyler Encapsulations a Vitaline Formulas PBBYT6PHARMtCA’ 
____-.___ ^ _._.- _ --.l___-_., ll”__-_l_- _,..- 1 ---,_ ,.. --* -..-” -n.- w-i ---~-I - --------_-------- --.-- 

9755 SW Commerce Circle, Suite 62 325 Challenger Drive, Green Bay, WI 54311-8328 
Wilsonville, OR 97070 P: 920.4@9.1313 * F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 * F: 503.582.0467 p: 920.469.9099 * F: 920.469.4418 (Phyto) 

June 82005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutritivn 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, andvr Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy&c. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and cvmply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or-pIantv market in the immediate future, and may be exploratory 
in nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements’ are truthful and not misleading. 

By: ~@~~ 
Robert C. Doster : 

Title: Senior Vice President of Scientific Affairs 

le Inis Date: 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920)406-3608. 

Michael P. Devereux 
Chief Financial Officer 



INTFGRATIVE TNERAPEWTICS INC.” 
NF Formulas PhytoPharmica 

Tyier Encapsulitions * Vitaline Formulas __ . 
9755 SW Commerce Circle, Suite 62 

ENZYMATIC THFRAPY Wilsonville, OR 97070 
P: 503.582.8386 + F: 503.582.0467 

ENZYMATIC THERAPY” 
& 

PHYTQPHARMICA’ 
. _ . ” . . _ _ 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 ,‘ F: 888.570.6460 (Enzymatic) 

PT 92Os469.9099 Fr 920.469.44’18 (Phyto) 

June 8,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the follozving product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 1 i has aXlabel that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of %he act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statementsare truthful and not misleading. 

Robert C. Doster 
Title: Senior Vice President of Scientific Affairs 

Date: Jd7k 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sine ely, 

WP 
. 

Michael P. Devereux 
Chief Financial Officer 



June 8,2005 

lNTECRATlYE THERAPEUTlCS INC.” ENZYMATIC THERAPY” 
NF Formulas up PhitoPharmica br 

Tyler Encapsulations +. Vitaline Formulas PHYTOPWARMICA’ 

9755 SW Commerce Circle, Suite B2 82%Challenger Drive, Green Bay, WI 5431 T-8328 
Wilsanville, OR 97070 p: 920.469.7313 * F: 888.570.6460 (Enzymatic) 

p: 503.582,8?$6 r~ F: 503.582.0467 p: 920.469.9099 i F: 920.469.4418 (Phyto) 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park., MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger @rive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(fi) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201 (g)(l)(C) of the act and comply with section 403(r)@} of the act. These claims are 
not necessarily for a product we currently market or plan to market in tie immediate f&&e, and may be exploratory 
in nature. 

\ reduce,bone loss*. 

L 

Silicon (as magrr&.&m tricfilicate), Vitamin 
B12 (as ~y~~ocobalamih~, Selenium (as 
sodium selenlte}, Calcium (from tricakium 
phosphate, calcium carbdnate, cafcium 
lactate, calcium Krebs cy@o! cheiates, citrate 
carbonate), Phosphoruq (as tricakium 
phosphate),,Strant@m fas strontium 
chloride), Manganese (as” manganese 
aspartate), Molyb~e~~~ (as sodium 
molybdate), Sodium (from Sodium Molybdate 
Dihydrate), Chromium .(as chromium 
aspartate), Betaine l-0, Magnesium (as 
magn&/um.oxide atid m;agnesium 
aspartate), Boron (as boron Krebs cycle 
chelates); Warnin C (aScorbic Acid), Vitamin 
K (as ~h~o~adi~ne), Vitamin D3 (as 
chde@alciferol), Zinc (as-zinc picolinate), 
Copper (aqcopper gluconaCe), Pantothenic 
Acid (as caicium D-pantothenate), Thiamin 
(as thiamin M&j (vitqmi,n Bl), Vitamin B6 (as 
pyridoxine t-G), Niacin (as niacinamide), 
Folk Acid, Riboflavin (vitamjn B2), Natto 
(fermented sovbeasls containina 45 mw of 
ktamin K2 a~-~~naqu~no~e - ‘iT) - 



I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements’are tr@hful and not misleading. 

By: I 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial Officer 

OsteoPrime Ultra 21e 



; IN+kGRATIY@ ,THERAPEUTlCS itrC.- ENZYMATlC THERAPY’ 
NF Formulgs Q PhytoPharmica & 

Tyler Encapsulations Q Vitaline Formulas PRVTOPNAR1WICA’ 
_.^ ____,__ . __.. __- -__ __-~ ._._-_ __-__-._ -. _l_l., - - _ I.._ --,~_l--.-----.-l~l-.-.“.- _-..,- --__I- -- 

975.5 SW Commerce Circle, Suite 82 &25 Challenger Drive, Green Bay, WI 5437 I-8328 

ENZYMATIC THF:RQX~~ I Wilsonvllle, OR 97070 P: 920.469.7.313 + F: 88B.570.6460 (Enzymatic) 
i ‘i! r. CT; E “1’ f-J “: c- -i 2: ‘i P: 503.582.8386 e F: 503.582.0467 P: 920.469.9099 * F: 920.469.4418 (Phyto) 

June 8,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration ! 
5 100 Paint Branch Parkway 
College Park, MD 20740 I 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a !abel.that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatrc Therapy, Inc. wishes to take advantage 
of the exemption to section 2Ol(g)( l)(C) of the act and comply with section 4U3(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

Exclusive Formuia including 
Natto K2, which is clinically 
proven ;to en,hance calcium 
absorption and.bone building 
function.* 

Silicon (as magnesium trisilicate 
612 (as cyanocobalamin), Selenium (as 
sodium selenite), Calcium (from tricalcium 
phosphate, calcium karbonate, calcium 
lactate, cafcium Krebs cycle chelates, citrate 
carbonate), Phosphorus (as tricalcium 
phosphate), Strom&m {as-strontium 
chloride), Manganese (as manganese 
aspartate), Molybdenum {as sodium 
molybdate)i Sodium (from Sodium Motybdate 
Dihydrate), Chromium (as chromium 
aspartate).! Beta&e HCt, Magnesium (as 
magnesium‘oxide and magnesium 
aspartate), Boron (as boron ,Krebs cycle 
chelates), Vitamin C, (ascorbic Acid), Vitamin 
K (as phytonadione), Vitamin D3 (as 
choteqalcfferol), Zinc (as zinc picolinate), 
Copper (as copper gl~~o~ate), Pantothenic 
Acid (as calcium ~-pantothenat~), Thiamin 
(as thhiamin HCt”)@itamin BZ ), Vitamin B6 (as 
pyridoxine HG), Niacin (as niacinamide), 
Folk Acid, Riboftavin (vitamin BZ), Natto 
(fermented soybeans containing 45 mcg of 
Vitamin K2 as”~~~uinone - 7) 



I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the ful and not misleading. 

. 
By: 

Robert C. Doster 
Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial Officer 

OsteoPrime Ultra 23e 


